BIOUKETHOE YUYPEXKAEHHNE PECITYBJIMKHN KAJIMBIKHSA
«PECIIYBJIMKAHCKHUU JETCKUU MEJUIIUHCKUU IEHTP UMEHU

MAHJDKI/IEBOI7I BAJIEHTUHBI 1K AJTOBHBbI»
IIPUKA3
16.03.2021r. r. DJIHcTa Ne 119

«O0 ycniieHHH KOHTPOJISI y4eTa U PerucTPaliH HeKeIaTeIbHbIX peaKkuuH npu
NpHMeHEeHHH J1eKapCTBEHHOr 0 Mpenaparay.
B uwemsx ycuiaeHHs KOHTPOJIS YYETOM MW pErucTpalMedl HeXelaTeNbHBIX MOCICACTBHH
JIEKapCTBEHHBIX MpenapatoB, ¢ ydetoMm TpeboBanuil Ilpukaza Poc3gpaBramsopa Ne 1071 ot
15.02.2017rona «O6 ytBepxaenuu Ilopsaka ocyuiecTrieHus papMakoHaI30pay, MpUKa3bIBako:

1. Yr1Bepauts:
1.1. ¢opmy u3BelIeHUSI O HeKeNaTelbHOW PeaKlUd WM OTCYTCTBHU TEPareBTUYECKOTO
3¢ dekra nexapcTBeHHoro npenapara.(IIpunoxenue Nel).
1.2. ®opmy xypHana skcTpeHHBIX u3BeneHui (I Ipunoxkerne No2)

2. OTBETCTBEHHBIM JIMIIaM 3a MPEeAOCTaBIeHHEe HHPOPMAIIHH:

- 3agenyromuMm otaeneHusmMu  bY PK «PJIMIl um. ManmxkueBoit B.J[.» oOecmeuutsb
3all0JIHEHHE W CBOEBpPEMEHHOE HalpaBjeHHe W3BEIICHWH Ha HeXellaTeIbHBIE pPeakKIuU Ipu
IPUMEHEHUH JIEKapCTBEHHBIX MPenapaToB M0 BHOBL YTBEP)KIEHHOH dopMe;

~

3. KypupyroumuMm 3aMecTuTeNsM TIJIaBHOrO Bpada (3aMeCTHTENIO TIJIaBHOIO Bpada IO
MeaunuHcKkoi yact JlaBaepoit K.B; 3amectureno rimaguoro Bpaua mno JII1 [Tacyrunosoit D.B.),
3apenytowei antekoil ['JI® T'opsieBoit U.C u otBeTcTBeHHOMY criennamucty ['JI® batwipeBoit
C.b., 3aBenyromum otaenenuit bBY PK «PJIMI] um. Manmkuesoii B.J[.» obecneuuts B
YCTAaHOBJICHHBIE CPOKM I0Jady M3BEIIEHWH Ha HEXKeJaTeNIbHbIE pPeakluud TpH MPUMEHEHHUH
JIEKapCTBEHHBIX MPENapaToB:

3.1. B cpok He Oosee 3 pabouux JHEH B clydyae Cepbe3HbIX HEeKENaTENbHBIX PeaKIUsIX C
JIETAIBHBIM HMCXOJOM WJIM YIPO30H JKHU3HM ( 32 HCKIIOYEHHEM HEXKeNaTelIbHbIX pPEeaKLMid,
BBIABJICHHBIX B XOJE€ IPOBENECHHUS KIMHUYECKHUX HCCIEIOBAHUMN, NMPOBOAUMBIX B JAHHOU
MEJUUMHCKONH OpraHu3anum).

3.2. B CpoK, He mpeBplnarolui 15 KaneHZapHBIX [OHEH, B cCiydae CJEAYIOUIMX
HEe)XENaTeNbHbIX peakUusX U UHOW wuHpopMauuu no OezomacHocTH ©  IQPEKTUBHOCTH,
BBUBIIEHHOM JaHHOM MEJMUMHCKOM oOpraHu3aumued (3a HCKIIOYEHHEM HEKelaTeabHbIX
peaKkIHii, BEIIBIIEHHBIX B X0O/I€ IIPOBEIEHUS KIIMHUYECKUX UCCIICIOBaHUH):

*Cepbhe3HBIX HEXKeNaTeNbHBIX peaKklMsaX Ha JIeKapCTBEHHBIE MpenapaThi-0e3 yrpo3sl KH3HH
MAIMeHTa WM JIETAILHOTO UCX0/1a;

* caydasx nepenayn HHPEKUHOHHOTO 3a00IeBaHts Yepes3 JIEKapCTBEHHLIH TIperapar;

*CloydasX — OTCYTCTBMS  3asBICHHOH  S((QEKTUBHOCTH  JIGKAPCTBEHHBIX  I[IPEMaparos,
INPUMEHAEMBIX MPH 3a00JIeBaHUSX, NPEJACTABIAIOLMX YIpoO3y Ui XKHU3HH 4YeJ0BEKa, BaKIIMH
s OpoQUIAKTUKKM  WHQEKUHOHHBIX 3a00JieBaHUM, JIEKAPCTBCHHBIX  MpEHaparoB s
[peJOTBpalleHUs] OEpEMEHHOCTH, KOrJa OTCYTCTBHE KJIMHHMYECKOro 3(¢¢eKTa He BBI3BAHO
HUHMBHIyaJIbHBIMH OCOOEHHOCTSIMU MalUeHTa U (U1K) crienuuKoi ero 3aboieBaHus;
*  HexKelIaTeNbHbIX pPEeaKUUsIX, BO3HHUKINMX BCIEACTBHE 3JI0YMOTpeOJIeHHs IpernaparoM, B
Clly4asx YMBIUUIEHHOM II€peNO3UPOBKU JIEKAPCTBEHHOrO Ipernapara, Opd BO3JEHCTBUH,



CBSI3aHHOH ¢ TpodecCHOHATLHONW JIeATelNhbHOCThIO, WJIH B  CJIy4asX HCIOJTb30BaHUS
JIeKapCTBEHHOTO Mpernapara B LeNAX YMBIIUICHHOTO MPHYMHEHHS Bpela dH3HU H 3I0POBBIO
4e0BeKa.
3.3. npu opopMICHUH U HANPABIEHUU O HEKEJIATENILHOM PEakKlMH Ha JIeKapCTBEHHBIH

npenapar B 00s13aTeJIbHOM NOps/IKEe YKa3blBaTh:

*uH(pOpPMaLIUIO O CHIEIHAIUCTE, BBISIBUBIIETO HeXelaTelnbHyto peakiuo (OHO, 10mKHOCTD,
MeCTO paboThl);

*MHpOpMaLIKIO O NAIlMEHTE Y KOTOPOro HaOJIr01anach HesKenaTeibHas peakius;

*nHdopmManuio, Mo3BOJSIOLICH HICHTUPHIUPOBATH JICKAPCTBEHHBIN Mpernapar;

*UHpOpPMAaIUs, TTO3BOJISIONAS HACHTH(GUIIMPOBATH CHMIITOMBI HEXeNaTeTbHOU peakinu

3.4. oOecneunTh BKJICMBaHWE KOMHMH HM3BEIICHUHA O MOOOYHOM peakmud B HCTOPHH
00J1€3HU U NpeOCTaBICHHE KOMUU 3aBeaytomeii anteku ['JID;

-3aBeyrolneil anrekoil I'opsesoit M.C. u orBercTBeHHOMY cniennaiucty bateipeBoit C.b. ms
paccMOTpeHus Ha 3acefaHuu  moaxkoMmuccud BK mo nexapcTBeHHOMY ofecmeueHHIO IO
CTalMoHapy;

4. 3asenyroweit anrexoit ['JIO [opsesoit U.C. u orBeTcTBeHHOMY crenuanucty anteku ['JID
bareipesoii C.b. obecneunts:

4.1. cBOEBpPEeMEHHOE HAIPaBJIEHHE 3aMTOJHEHHBIX W3BEIICHUH O TOOOYHBIX JEHCTBUAX, CKaH-
KOIIMH 10 3JIeKTPOHHOM noure (info@reg8.roszdravnadzor.gov.ru) u Ha OyMa)XKHOM HOCHUTEJIE B
TO Poc3npaBnamzop no PK (r.Dmmcra,yn.Jlennna,255) , B cpok B TeueHuu | pabouero mHs
HocJIe NOTY9YCeHUS H3BEIICHNUS,

4.2. BeCTH XKypHaJl 5KCTPEHHbIX H3BELICHUH.

5. 3aBenyromuM oTaeNeHHH AMOYIaTOPHO-TIOMKITHHUYECKONH TTOMOIIIN:

5.1. cBOeBpeMeHHO MH(POPMUPOBATH 3aMecTUTENs TmaBHOro Bpaua mo JIT [lacyrmroBy D.B. o
clryyasix UHAWBU/YaJIbHOW HENEPEHOCMMOCTH JIEKAPCTBEHHBIX CPEJACTB, SIBUBLIEHCS
OCHOBAHHUEM JUISl BBIITUCKH JICKAPCTBEHHBIX MpenapaToB MO TOProBOMY HAHMEHOBAHHIO

5.2. cBOEBpeMEHHO HampasisATh Ha 3aceganue BK s peineHust Bompoca BBIMUCHIBAHHS
JIEKapCTBEHHOTO CPEJCTBA M0 TOPrOBOMY HAaMMEHOBAHHIO.

6. 3amecturemo riasHoro Bpauya mo JIII Ilacyrunomoit D.B. obecrnednTh CBOEBpPEMEHHYIO
nojady uHGopMaLUK B Clydae HHAMBHIYAIbHOH HEMEPEeHOCUMOCTH JIEKAPCTBEHHOTO CPE/ICTBA,
SBUBUIMXCS OCHOBAHWUEM Uil BBIUCKH JIGKAPCTBEHHBIX [PEMapaTtoB IO TOPrOBOMY
HAaMMEHOBAHHIO B paMKax IpOrpaMMbl JIbIOTHOTO OOecle4YeHHs MOUIekKAIUX BpadeOHOM
KOMHCCHUH YCTaHOBJICHHOM NpukazoM MunsapaBa Poccum ot 5 mas 2012rio Ne502u «O6
YIBEP)KIEHUH TMOPs/IKA CO3JaHUS U JIEATEIbHOCTH BpaueOHOM KOMHUCCHH MEIHIIMHCKHX
OpraHu3alyu» B CPOK, HE IPEBBIIAIOLIEr0 5 pabounX JHEW ¢ JaThl BBHIITMUCKH JIEKAPCTBEHHOIO
npemnapara 1o TOproBOMy HauMEHOBAHHIO.
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[Npunoxenue N 1

k [Topsinky ocyLiecTBIEHUs

(bapMakoHaa30pa, YTBEPIKICHHOMY

p
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B U3BELIMEHUE
O HEXKEJIATEJIBHOU PEAKLIUHN UJIK OTCYTCTBUU TEPAI
DOPEKTA JEKAPCTBEHHOTI'O IPEINAPATA

nka3oM DeeparbHON Cy)KObI
opy B cepe 31paBOOXpAHEHUS
o1 15.02.2017 N 1071

EBTUYECKOI'O

JlonoaHuTenpHast HHPOpMAaLHs K COOOIIeHH Ne oT
Ilepsuunoe

/laHHbIe TalleHTa
Wuunuane! nanuenTa (ko naiuexTa) "* Mon M K Bec  kr

o3pact bepemeHHoCcTh |, CpoOK HeJelb
Anneprus = Her  Ecte, Ha
Jleuenue amOyJsiaTopHOe CTALlMOHAPHOE caMoJieHeHHe
JlekapcTBEHHbIE CPEACTBA, NPEATNOJI0KHTENIBHO Bbl3biBatoLine HP

Jdara Jlara
HaumenoBanue Homep | lo3a, nyTs| Hauana | OKOHYAHHS

JIC Toprosoe) "*'" {IIpousBoauTenn| cepun | BBeaeHust | Tepanun Tepanuu |lloka3anue
1
3

HesxenatenbHas peakuus

Jlara nayana HP

Kputepun cepbe3HOCTH
HP:

CmepTh

Yrpo3sa >ku3Hu

cC NPOAJICHUE

[N'ocnuranuzauus Uiau

HHBanugHocTh

AHO

BposxxaeHHbIe
MaJluu

Onucanue peakuuu "*" (yKakute BCe €Talld, BKIFOUAs TaHHbIE

1a60PaTOPHBIX HCCIIEI0BAHHI) cob

Knuuuyecku 3HauumMoe
bITHE

Jlata pazpewenus HP

He npumenumo

[ IpennpuHsaTbie Mepbi

be3 neueHus Otmena nogospesaemoro JIC CHxkenue 103b1 JIC

HeMennkameHTo3Has TEpanus (B T.4. XHPYPru4€ckoe BMeulaTeJleTBO)

ﬂeKapCTBCHHaH TEpanus

cexon

Bri3goposneHue 6e3 nocieacTBUi VYiydiueHue coCTosiHUS

CocrosiHue 0e3 n3MeHeHUH

BeI13nopoBiieHue ¢ nocneacTBUSIMH (yKas3arh)

Cwmepte  HewussectHo He npumenumo




Conposoxaanack au orMeHa JIC ncunzHoBeHueM Her Ha JIC M

HP? OTMEHSJIOCH He npumeHumo
Haznauanoco T JexapcTBo Pesynbrar
NOBTOPHO? Het Ha He npumenumo

/Ipyrue nexkapcTBeHHbIE CpeaCTBa, NPUHHMAaeMble B T€YeHHE MocieHuX 3 Mecsues, Bkmtovas JIC,
IPUHUMAEMbLE NTALIMEHTOM CaMOCTOSITEIbHO (110 COOCTBEHHOMY KEJTAHUIO

Jara Jlara
HaumenoBanue Howmep | /{032, nyTh| Hayajla | OKOHYAHHA
JIC (Toprosoe) |lIponsBoauTe/ib| cepun | BBenenns | repanum Tepanuu |[loka3anue

Nl [N ]=

JlaHHbIe cOO0IIaOIIEero Ui

Bpau Jpyro#i cneliMaiucT cucTeMbl 31paBOOXpaHEHHUS [Tauuent HHoit
KoHTakTHbI Tesedon/e-mail: "*"
D.1.0.
OJDKHOCTb U MECTO paboThl
JlaTta coobueHus




MpunoxkeHue Ne2

dopma 056/y

HKYPHAN

perncrpaumm SKCTPEHHbIX U3BeLLeHni
06 nHpekunoHHom 3abonesaHumn, octpom NpopeccMoHanbHOM
OTpaBNAeHUU, HeobbIYHOW peaKkuMmn Ha NPUBUBKY

(HaMmeHoOBaHUe yupeXkaeHUus c ykasaHuem npasosoi popmbi)

(mecTopacnonoxeHue yupexgeHus)

HAYAT 20 r.

OKOHYEH 20 r:




- damunus, lomalH Oara Aara Oara M OkasaHHa
= = ecto
ums, otyectso| Bospacr un nocnegHero |3abonesaHu |ycraHoBieHus| AuarHos Ne rpynnbl| A nepBas
n/n rocnuTanusaumm
6onbHOrO agpec | noceweHus f 3aboneBaHuA nomotb
1 2 3 4 5 6 7 8 9 10 11




